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TECHNICAL DATA

GENERAL DESCRIPTION

The Septihol™ WEFI Sterile Alcohol Wipes combine pre-saturated knitted polyester wipes with a ready-to-use (RTU) solution of 70%

(v/v) USP Isopropanol and 30% (v/v) USP Water for Injection (WFI). This right-sized packaging system provides a convenient method

to introduce low particulate wipes to your production environment while reducing product waste. Each package is double bagged, and
gamma irradiated for use in aseptic areas. The outer pouch has a resealable label/closure. Septihol WFI Sterile Alcohol Wipes are part of the
Septihol family of products. Each product is designed to simplify your validation requirements while providing multiple packaging options.

The Septihol WFI Sterile Alcohol Wipes are intended for the cleaning and removal of residues from hard non-porous surfaces in cleanrooms
or other critical environments such as floors, walls, counters, tools, carts, and other equipment.

FEATURES

BENEFITS

70% (v/v) USP Isopropanol and 30% USP WFI
alcohol solution

Formulation easily evaporates
Right-sized packaging

Knitted polyester wipe with sealed edges

Industry best practice for cleaning and rinsing

|deal for use on critical surfaces
Reduced waste of wipes

Low particulate wipes to achieve compliance with current Annex 1

contamination control strategies

Double bagged and gamma irradiated, with every lot Facilitates introduction into critical areas

USP sterility tested

Manufactured under FDA cGMP, ISO 9001 and ISO
13485 compliant quality system

Supports quality assurance and quality control

PHYSICAL PROPERTIES

Septihol WFI Sterile Alcohol Wipes

Sz ittt e e e 12x12in (30.5 x 30.5 cm), 15 sheets/pack
(7)o PRSPPI White

METEIIAL .o 100% knitted polyester, sealed edge

FIDers (= T00UM/CIM?) w.uiviiieiiiiiee e < 0.20, unsaturated

Particles (= 0.51M) 1o (Biaxial Shake x 103/cm2) <1 .0, unsaturated
Specific Gravity (25 “C [77 TF]) cooveeeeeiieee e 0.872 typical

Fill VOIUME (ML) ©evieeieiie e 427, typical

StErility TEST woviiiiii e Sterile, Current USP

DIRECTIONS FOR USE

The Septihol WFI Sterile Alcohol Wipes are designed to be used on hard non-porous surfaces in pharmaceutical, biotechnology, cosmetic,
nutraceutical, medical device, university and government research, and laboratory animal research facilities that employ cleanrooms and
other controlled environments.

Remove the double bag system. Ensure package opening is facing up. Using the resealable cover, remove wipes. Reseal once desired
number of wipes have been removed. Using the wipes, wet surfaces thoroughly by spreading manually with appropriate application
technique. Allow surfaces to air dry.

The Septihol WFI Sterile Alcohol Wipes are a complete product. Do not add other chemicals.
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STORAGE

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do not reuse empty pouches or used wipes.
This product should be stored in an area where it will not be exposed to extreme temperatures.

DISPOSAL

Dispose wipes in an appropriate waste container. Dispose of in accordance with local, state, and federal regulations.

SERVICE

Sales

Service is one of the most important ways to verify consistent quality of the facility’s performance and operation. A tailored service program
by STERIS provides effective, trouble-free operations.

Technical

STERIS is pleased to provide a completely staffed and equipped technical service laboratory capable of performing needed tests and
providing both telephone and on-site assistance when needed. More details on how this service can benefit a facility’s particular situation
can be provided upon request.

PRECAUTIONS

Information concerning human and environmental exposure may be reviewed on the Safety Data Sheet (SDS) for the product. For additional
information regarding incidents involving human and environmental exposure, call 1-314-535-1395.
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